AUROPHEN COLD MULTI SYMPTOM - acetaminophen, dextromethorphan hydrobromide,
doxylamine succinate, phenylephrine hydrochloride liquid
Aurohealth LL.C

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Drug Facts

Active ingredients (in each 15 mL)
Acetaminophen 325 mg
Dextromethorphan HBr 10 mg
Doxylamine succinate 6.25 mg
Phenylephrine HCI 5 mg

Purpose

Pain reliever/fever reducer
Cough suppressant
Antihistamine

Nasal decongestant

Uses
e temporarily relieves these common cold/flu symptoms:
e minor aches and pains

headache
sore throat
nasal congestion
runny nose and sneezing
cough

® sinus congestion and pressure
¢ helps clear nasal passages
e relieves cough to help you sleep
e temporarily reduces fever

Warnings

Liver warning: This product contains acetaminophen. Severe liver damage may occur if you take
e more than 4,000 mg of acetaminophen in 24 hours
e with other drugs containing acetaminophen
e 3 or more alcoholic drinks every day while using this product

Allergy alert: acetaminophen may cause severe skin reactions. Symptoms may include:
¢ skinreddening
® blisters
e rash.

If a skinreaction occurs, stop use and seek medical help right away.

Sore throat warning: If sore throat is severe, persists for more than 2 days, is accompanied or
followed by fever, headache, rash, nausea, or vomiting, consult a doctor promptly.



Do notuse

with any other drug containing acetaminophen (prescription or nonprescription). If you are not sure
whether a drug contains acetaminophen, ask a doctor or pharmacist.

if you are now taking a prescription monoamine oxidase inhibitor (MAOI) (certain drugs for
depression, psychiatric or emotional conditions, or Parkinson's disease), or for 2 weeks after
stopping the MAOI drug. If you do not know if your prescription drug contains an MAOI, ask a
doctor or pharmacist before taking this product.

if you have ever had an allergic reaction to this product or any of its ingredients

Ask a doctor before use if you have

liver disease

heart disease

high blood pressure

thyroid disease

diabetes

trouble urinating due to an enlarged prostate gland

a breathing problem such as emphysema or chronic bronchitis

glaucoma

persistent or chronic cough such as occurs with smoking, asthma or emphysema
cough that occurs with too much phlegm (mucus)

Ask a doctor or pharmacist before use if you are

taking the blood thinning drug warfarin
taking sedatives or tranquilizers

When using this product

do not exceed recommended dose

excitability may occur, especially in children

marked drowsiness may occur

alcohol, sedatives and tranquilizers may increase drowsiness
avoid alcoholic drinks

be careful when driving a motor vehicle or operating machinery

Stop use and ask a doctor if

nervousness, dizziness, or sleeplessness occur

pain, nasal congestion or cough gets worse or lasts more than 7 days
fever gets worse or lasts more than 3 days

redness or swelling is present

new symptoms occur

cough comes back or occurs with rash or headache that lasts.

These could be signs of a serious condition.

If pregnant or breast-feeding,

ask a health professional before use.



Keep out of reach of children.

Overdose warning: In case of overdose, get medical help or contact a Poison Control Center right
away. (1-800-222-1222) Prompt medical attention is critical for adults as well as for children even if
you do not notice any signs or symptoms.

Directions
¢ do not take more than directed (see overdose warning)
e use only enclosed dosing cup designed for use with this product. Do not use any other dosing
device.
e mL = milliliter

adults and children 12 years and over ¢ take 30 mL inthe dosing cup provided every 4
hours while symptoms last
® do not take more than 150 mL in 24 hours,
unless directed by a doctor

children under 12 years ask a doctor

Other information

each 15 mL contains: sodium 5 mg

store at 20-25°C (68-77°F). Do not refrigerate.

do not use if printed shrinkband is missing or broken
see back label for lot number and expiration date

Inactive ingredients

alcohol, anhydrous citric acid, FD & C Blue #1, flavor, glycerin, menthol, propylene glycol, purified
water, sodium benzoate, sorbitol, sucralose

Questions or Comments?
1-855-274-4122
DO NOT USE WITH OTHER MEDICINES CONTAINING ACETAMINOPHEN

Dis tributed by:
Aurohealth LLC.

2572 Brunswick Pike,
Lawrenceville, NJ 08648

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL 8 FL OZ (240 mL Bottle)
AUROHEALTH

NDC 58602-127-20

Compare to the active
ingredients in TYLENOL®
COLD MULTI-SYMPTOM Liquid night time cool burstT™M*

NIGHT TIME



Cool Blast

AUROPHEN

COLD MULTI-SYMPTOM

For Adults

Acetaminophen - Pain Reliever/Fever Reducer
Phenylephrine HCI - Nasal Decongestant
Dextromethorphan HBr - Antitussive

Doxylamine Succinate - Antihistamine

e Headache, Fever, Sore Throat

e Nasal Congestion

e Cough

¢ Runny Nose Alcohol 0.5%
8 FL OZ

(240 mL)

Liquid

Do not use if printed shrinkband is missing or broken.



NDC:58602-127

- fazunypew BuERdo 1o s2ien o 2
1010 B BUINID LBUM [NJBIED 20 W SYULP 2y 0y00je ‘w rm e s il
PIOAE W SSBUISMOID ASERIIU| AEW S187INDURL pUB =Cm 5 22 9
SBATEPSS |0y O3 M N30 ABL SSEUISMUP PEYEL m - m £ am 7 =
URIpy Iy U Aeesdss N0 AR AgEpTe m mwww i o=
a50] PApUILLILIOIA) P2AINE J0U Op W SppAELieige0des E mmmw wm.w
jonpoJd sjy3 Gujsn uaym £ EE L
sipAnbuel 10 saaepes Dupeim 5me.u1 ﬂmm.
uitepEm BIp BuLu) poojq 2y) Bupeim gralBCEE
2.2 noA i asn 240)9q Beuueyd Jo JOJI0p B Y EE mmmmmM
||||||| {snanw ) wiapd yanus coj i sinaoo ey §- - gBES B EnE
yBnoom EwasAydwss 10 rugse Buijows yim g CEIZERGS
SB Yans yinod Huouyd 10 wassiad m ewoongim
SIY2U0IG HUCIYD S0 Bussiydws s ypns
wagoud Buieag ew pugb gesad paligue ue g
anp BuneuLn 0NN M SHEGRIP M S5EESI0 MOy m . —
anssald poojg Yoy m 2sessip e W aseasip e m Do g ngiyaus pay 0LS M,
angy nofy| s a40/9q J0j00p B Yy [ ———
sjusipaibul sy Jo fue Jo anpoud .
S} 03 uonaees NiBE UB PEY J8AE BAEY NOA ) W W.Fzm—u__ﬁn—

“janpoad sy Burye) aiojeq 15wy d

10 JOJI0[ E §5E |0 UE SUEU03 Brap uogduosand HIHH0 NNV 0 KINIY IR0 SIREDN0IN HIHED HLIM 350 LOW 00

ANOA ) mouy Jou op nod j Bp oy e I
Guiddms Jaye syaeM g Jo) J0 ‘(35T8SIp 5, UDsuRIeg WL 10 JNOUND) 1 Ssn o)
T T o sUOmpo g [PuhOWE SO TR oSy BEIRIDNS ' |OUGI06 FIBOTUG WAIPOS
Jn) sfinip uepag) Hm,n_.q__é IOy BSRHXO ‘syem payuind ook susyidoud Joywaw ‘uysodh
auiweouow vonduosad e Duye) mou aienod) m OB L 5ME 7 T (4 PO S SIOIR UB 'j0Y00E
; et spuapalbu) anjaeu)
1oj20p B Y58 "Uay douje o suieod Brup easyiaym
AN Jou &g nok ) uonduasaduod Jo uopdaasaid) BIED UONENd®E PUE IBQUINL 10| JO) |58 Y0B SHEm
usdounueyaae Guuepod Brup Jayo Aue gism m vy g Jo Guyssjw s) pueqyuiys pajuyd | 280 jou opm
asnjou og “peebua jou 00 "4 22-89) 0.62-02 18 LOjSW
‘Apdwesd Jopep B g wnipos SUEWED W G Yoesm
Bnsues ‘Buniwon 10 "easneu 'Ysel 'auyaepesy Jang uo) o] 18410
A pamo|jo) Jo peuedwoode 5| 'sAep g LUBY) 10w 1o _— .
51515080 "B1aA8S 51 JR0UY) 3405 || (Bujuiem Jeay) ai0g siead 7|
Reme Jyfiu disy [eapa yaas pue JHI0PE SR | BPUR LpEB
L B asn dols 'S0 uaiaesl NS B L ustim s B | J0I00p & AQ pEi0eUp SSE(UN ‘SN0 pZ| 180 puB
Buiusppal uris m 2pnpRul Sew swodwAg suones UYL QG| URIE SN0 B JoU Op | siERi gL
UIYs 2nas 25ned Aew usydounersoe tpae RBay 158 Sd UM sl SIn0U b AEnE|  LRIpRIED
Jnpod sy papiaosd dno Busop g w W e m | e synpe

Busn apym fep snz syuup yoyooeaow ocm f | L A————————————— S §

MIRGEAOUR 70 DRI O 2 B LA (i ‘saep Buisop Jayjo Aue esn jou o Janpard sjyy
SN0y 7 W uaydourueyEae o B poo'y LByl Mowm . q "
. .J e NOA |1 11390 few sORWED BAY 818085 S Pl ey cmngm_.m_m_a_ wa____u_._ 2
“usljdounuEsaE sURW0D prpaid S| __:_Enss 1an)] 950[UBA0 B95) PAJIAIP UEY) 310W SYE} 10U 0P W
] suojj3ailg

For Adolis

gl seonpal fueodwm

....,
S .m 3 duif s fu

= degjs nod diay o yfinos seasyaim “SLWOOLWAS 10 SUDIS AUE 8000U

iﬂ mu b mmaﬂa_vm__“_ _mﬂ_ﬁ_ 1B wn___ﬁ_l 10U 0P NOA )| USRS URIPHILD 10} SB [|3% SE S)npe _nw
= anssad pue uonseiuc snusm YGN0s m [EQWI2 5| uanUIE [EApew Wwald (272 1-222-008-

—|— B — Bupsouspue sseufuunimuogseivaese- - | - AEME UL 181UE) [0NUE] UBSIO B JIER02 10 dRY

TR 2105 M SIEPEAN W SUEd PUE S3UIE 100N M [E2[paLu 120 ‘#sopiann Jo sED U| ‘Bujuiem asopiang

swedwis WA J0 yIea jono daay

NP0 UOWWOD 85317 Sananal Auendiusm "85N 20 8q [EUNsER|d

S85(] Ueay  y5e " Bujpaaj-meaig o juguliaid

UORIPUOD SNOUSS B J0 SuBlS 8 piNoo asay |

Alcohol 0.5%

Do not use if printed shrinkband s missing or broken.
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Product Information

Product Type

acetaminophen, dextromethorphan hydrobromide, doxylam
Route of Adm

AUROPHEN COLD MULTI SYMPTOM




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength

325 mg
in 15 mL

DEXTRO METHO RPHAN HYDRO BRO MIDE (UNII: 9 D2RTIS KYH) DEXTROMETHORPHAN 10 mg
(DEXTROMETHORPHAN - UNIL:7355X3ROTS) HYDROBROMIDE in 15 mL

DO XYLAMINE SUCCINATE (UNI: VOBI9B5YI2) (DOXYLAMINE - 6.25 mg
UNIL:95QB77JKPL) DOXYLAMINE SUCCINATE in 15 mL

PHENYLEPHRINE HYDRO CHLORIDE (UNIL: 04JA59TNSJ) (PHENYLEPHRINE - PHENYLEPHRINE 5 mg
UNIL1IWS297W6MV) HYDROCHLORIDE in 15 mL

ACETAMINOPHEN (UNII: 362091ITL9D) (ACETAMINOPHEN - UNII:36209ITL9 D) ACETAMINOPHEN

Inactive Ingredients

Ingredient Name Strength
ALCOHOL (UNIL: 3K9958V90M)
ANHYDRO US CITRIC ACID (UNII: XF417D3PSL)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
PEPPERMINT (UNII: V95R5KMY2B)
GLYCERIN (UNII: PDC6A3C00X)
MENTHOL, UNSPECIFIED FORM (UNIL: L7T10EIP3A)
PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)
WATER (UNII: 059QF0KOOR)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SORBITOL (UNI: 506 T60A25R)
SUCRALOSE (UNIL: 96 K6UQ3ZD4)

Product Characteristics

Color BLUE (Blue to greenish blue) Score

Shape Size

Flavor PEPPERMINT Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:58602-127-20 1in 1 CARTON 04/30/2015 03/01/2022

1 240 mL in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part341 04/30/2015 03/01/2022

Labeler - Aurohealth LLC (078728447)

Establishment
Name Address ID/FEI Business Operations



Aurohealth LLC 078728447 MANUFACTURE(58602-127)

Revised: 11/2020 Aurohealth LLC
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